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Chapter XVI: Protocol Management
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Protocol Consent Form Management in CRIS

This chapter summarizes how to document the assignment of a patient to a
protocol and the process for forwarding signed protocol consent documentation
to the Medical Record Department (MRD). This process impacts all end-users of
the CRIS system, as well as staff who have previously completed the NIH/MIS
Form 54.

The signature page of the completed protocol consent document (Form 2514-1)
must be faxed to the MRD at 301 480-3126 upon completion. The original signed
protocol consent document must be filed in the inpatient chart for inpatient
admissions and forwarded to the MRD for outpatients for filing in the permanent
medical record.

Original protocol consent documents must be printed from the clinical research
studies website at the following URL: http://www.cc.nih.gov/protocolconsents/

Definition of Terms

Form 54/ATV Form — The Form 54 for requesting admissions, travel and
vouchers has been replaced by the Admissions, Travel and Voucher System also
known as ATV. The ATV system can be found at http://atv.cc.nih.gov. For
additional information about the ATV system, contact admissions at 301 496-
3141.

Primary Protocol — The primary reason for the patient visit to the Clinical Center.
All orders entered into CRIS will be attributed to this primary protocol unless they
are included in a protocol order set. The primary protocol in CRIS will be
identified as the Visit Reason.

Secondary Protocol — Ancillary protocols specific to a patient visit or spanning
multiple visits. Orders entered in CRIS will not be attributed to secondary
protocols unless there is an active protocol order set established for that
particular protocol.

Active Protocol — a protocol in which a patient is actively participating.

Active Protocol Status Designations
* Unconfirmed — patient assigned to a protocol, but the Medical Record
Department has not received either a faxed copy of the signature page of
a valid, signed protocol consent form (NIH-2514-1) and/or the original,
valid protocol consent document.
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* Confirmed — the Medical Record Department has received a faxed copy of
the signature page of a valid, signed protocol consent form and/or the
original, valid protocol consent document.

* Exemption — patient assigned to designated exemption protocol, or
remains on a treatment protocol as a “single patient single use”
exemption

Inactive Protocol — a protocol in which a patient is no longer participating or the
study has ended.

Inactive Protocol Status Designations
* Removed - an individual patient is removed from a protocol because they
no long qualify to participate in the study, because they have completed
the protocol, or because they have elected to withdraw from the study.
* Error — the protocol was assigned in error.
* Terminated — protocol completed or ended (e.g. end of study) and al/
patients are removed from the protocol.

Visit Reason — a term in CRIS identifying the primary protocol in the Health
Issues section on the Patient Info tab and Summary tab.

Protocol Order Set — a group of orders related to a specific protocol.

Onset Date — indicates the actual date the protocol consent document was
signed.

Entered Date — indicates the date that the consent status was entered and/or
updated in the CRIS Health Issues section of the Patient Info tab.

Process Description

Register and Place a New Patient on a Primary Protocol

1. Complete a Form 54 — now known as an Admissions, Travel and Voucher
Request (ATV). This form can be found at http://atv.cc.nih.gov

2. Electronically submit the ATV form to admissions.

3. Admissions will register the patient, assign a medical record number and
document the patient’s primary protocol nhumber. The primary protocol will
display in the CRIS header information for the patient, and under visit
reason in the CRIS Health Issues section of the Patient Info tab.

4. Obtain all required signatures on the last page of the protocol informed
consent document (NIH-2514-1)
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Fax the last page (signature page) of the protocol informed consent to
Medical Records at 301-480-3126 as soon as all of the signatures have
been obtained.

Inpatient Status: File the original protocol consent document in the
inpatient chart.

Outpatient status: Forward the original protocol consent document to the
MRD for filing in the permanent medical record.

The MRD will update the protocol status and confirm receipt of the
consent document in the CRIS under the Health Issues section of the
Patient Info tab no later than the next business day.

For subsequent visits, submit a Change Protocol Assignment service
requisition in CRIS to request a change to a primary protocol.

NOTE: This will only change the primary protocol for the specified patient.
Complete all necessary fields in the CRIS order worksheet including the
disposition of the previous primary protocol. To inactivate an existing
protocol patient assignment, refer to the section below on Inactive
Protocols.

Place a Patient on a Secondary Protocol

1.

2.

4,

Complete all required signatures on the last page of the protocol informed
consent document (NIH-2514-1)

Fax the last page (signature page) of the protocol informed consent to the
Medical Record Department at 301-480-3126 as soon as all of the
signatures have been obtained.

Inpatient status: File the original protocol consent form in the in patient
chart.

Outpatient status: Forward the original consent document to the MRD for
filing in the permanent medical record.

The MRD will update the protocol status and confirm receipt of the faxed
signature page of the protocol consent document in the CRIS Health
Issues section of the Patient Info tab.

Protocol and Consent Information in CRIS

View Protocol Information, Protocol Status and Consent Form
Management in CRIS

1.
2.

3.

Select a patient from the patient list.

Protocol information can be viewed on the Summary tab under Active
Health Issues.

Or the same information can be viewed under the Patient Info tab by
selecting the Health Issues view.
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al Manager
ile Registration Edit View GoTo Actions Preferences Tools Help

> OF PRI ALBL IS L

Patient List  Orders

Active Allergies

|_ Type Allergy I_ Rea 4
Environmental  Latex or rubber Hives 4/12/2005 Visit Reason 1935-M-0036 4/19/2004 3
Drug sulfamethoxazole-trimetho... Rash 4/12/2005 Protacal 95-M-0... 1995-M-0096 4/18/2004 3

a T | o

Active Comments Active Medications

[_ Type Comment Scope Entered Date [_ Name
Chief Complaint ALZHEIMER'S DISEASE This Visit 3/30/2005 " a Acetaminophen 80 mg tablet, chewablell80 mg [one t...

HEADER1 Prot: 95-M-0096  DOB:194BJun21 This Visit 3/30/2005 " Acetaminophen 80 mg tablet, chewablell80 mg [one t...
Adv. Directives Document is on chart. This Chart 4/12/2005° Ibuprofen 400 mg tabletli400 mg (one tablet) by...
Other Four Points Sheraton 301-654-1000 This Chart 4/12/2005 " 5% Dextrose + 0.45% Sodium... 1000 mLIIPotassium Chloride Inj 20 m...
Citizen Usa General 3/30/2005 - Digoxin 0.125 mg tabletll0.125 mg (one tablet...

|j) Father's Name  Thomas Reynolds General 3/30/2005 - Morphine Sulfate Inj 2 mg/mL 2 mg by intravenous push o...

Eit € tor MONE Ganaral 24202008 -

Screen 16.1: Sample View of Summary Tab

File Registration Edit View GoTo Actions Preferences Tools Help

AP OXPRRIXX AEREPW L AR &9

atient List  Orders  Results WEEERINITE Surmary  Docum vsh Clinical Summary

Summary Views:

Alerts Health Issue e Onset Date Entered Date
Visit Reason 95-M-0... 1995-M-0096 Active This Visit 4/19/2004 3/30/200513:18
Protocol 95M-0... 1995-M-0096 Active General 4/19/2004 3/30/200513:18

Addresses/Phones/Contacts
Demographics/Visit Data
Financial/E mplayer

Wisit History

Data Entry:

Allergy

Care Provider
Comment
Employer
Height w/'eight
Insurance
Significant Event

Screen 16. 2: Sample View of Patient Info Tab
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Explanation of Terms on the Health Issues Screen
Type:
Visit Reason — represents the primary protocol. The primary protocol is
the reason for the patient visit to the Clinical Center. All orders entered
into CRIS will be attributed to this primary protocol unless they are
included in a specific protocol order set.
Protocol — represents all other patient protocols, either active or inactive
Health Issues: Lists the protocol number.

Status: Designates the status of a protocol for a specific patient.

Active Protocol — a protocol in which a patient is actively participating

Active Protocol Status Designations

* Unconfirmed — patient assigned to a protocol in CRIS, but the Medical
Record Department has not received the faxed copy of the signature page
from a valid, signed protocol consent form (NIH-2514-1)

* Confirmed — the Medical Record Department has received the faxed copy
of the signature page from a valid, sighed protocol consent form

* Exemption — will be noted as specific type of exemption by the number
assigned:

o Single Patient Single Use — retains treatment protocol number but
protocol status will be noted as “Exemption”

o Emergency Use IND — Special Exemption Number will be assigned
and entered by Medical Records as the Primary Protocol (YR-IC-
9980 number)

o Treatment IND — Special Exemption Number will be assigned and
entered by Medical Records as the Primary Protocol (YR-IC-9990
number)

Inactive Protocol — a protocol in which a patient is no longer participating

Inactive Protocol Status Designations

* Removed — an individual patient is removed from a protocol because they
no long qualify to participate in the study, because they have completed
the protocol, or because they have elected to withdraw from the study.

* Error — the protocol was assigned in error.

* Terminated — protocol completed or ended (end of study) and all patients
are removed from the protocol.
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Scope: Indicates This Visit for the primary protocol, and General for all other
protocols.

Onset Date: Actual date that protocol consent form was signed.

Entered Date: Indicates the date that the consent status was entered and/or
updated in the CRIS Health Issues section of the Patient Info tab.

CRIS Documentation of Protocol and Consent Status

Primary Protocols

A protocol is posted in CRIS when admissions has registered the patient and
assigned a patient to a protocol according to the information submitted via the
ATV form and or updates are requested via the Change Protocol Assignment
service requisition in CRIS. The primary protocol is posted twice in CRIS — the
Visit Reason designates the primary protocol. The Protocol will document the
consent status.

Prior to the receipt of the faxed copy of the signature page of a valid, signed
protocol consent form and/or the original, valid protocol consent document, the
MRD will update the protocol status from Active to Unconfirmed for the
protocol.

W DErry, nony - SUnrise Linicai Mmanager

=IO
File Registration Edit View GoTo Actions Preferences Tools Help
) i o Al [ 4B | LY
4P OFXRB XX A EIRGPUppEZ ARed
|Berry. Holly 36-15-45-6 / 040320000594 59y Female
CRC-1SE-13452-A Unreviewed Allergies Ross, Douglass Prot: 95-M-0096  DOB:1946.Jun21
Summary Views:

Alerts

D —— p ——
Moniss/C ; {_ Type Code Health ssue Status Scope Onset Date Entered Date
ergies/Lomments

Care Providers Visit Reason 95-M-0... 1995-M-0096 Active This Visit 4/19/2004 3/30/200513:18
W Protocol 95-M-0... 1995:M-0096 Active General 4/19/2004 3/30/200513:18
Significant Events \\ — \‘ ,/

Addresses/Phones/Contacts
Demographics/Visit Data
Financial/Employer

Visit History

Data Entry:

Allergy

Care Provider
Comment
Employer

Height Weight
Insurance
Significant Event

Screen 16.3: Protocol Visit Types and Status
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B Zimmerman, Zelda - Sunrise Llinical Manager

ile  Registration View GoTo Actions Preferences Tools Help

4ﬁiﬁ>|@@’@§ g§ULX k@‘ll@%@@ﬁﬁ&"@ﬁﬁl

Summary Views:

Alerts
Allergies/Comments
Care Providers

Status Onset Date Entered Date

Visit Reason 91-CH-... 1991-CH-0127 i This Visit 343072005 3/30/200513:20 ¢
H  Protocol 91-CH-... 1991-CH-0127 \ Unconfirm / General 3/30/2005 3/30/200513:20

Significant Events

Addresses/Phones/Contacts
DemographicsMVisit Data
Financial/Employer

Visit History

Data Entry:

Address

Alias

Allergy

Care Provider
Comment
Contacts/Directive
Patient Demographics
Discharge

Employer

Height/Aw/eight
Insurance
Phone
Significant Event

Screen 16.4: Change in Status from active to unconfirmed

Note the yellow H next to the protocol. When highlighting a protocol with this
H icon, the History button at the bottom of the screen becomes active.
Selecting the History button will display information about the protocol and an
audit trail of changes in consent status will appear.

File Registration Edit View GoTo Actions Preferences Tools Help

4%%”@[2‘%“@ SHXX AL ERGIS WP EE

il ok ok

Allergies/Comments
Care Providers

Modification History x|

Visit Reason

Significant Events l%;g:r* Health Issue: o o]
Addresses/Phones/Contacts Coding Scheme: Protocol

Code: 91-CH-0127
E,ﬁ?:gfj?é‘:ﬁ;ﬁ;’,’ bata Name: Dvarian Follicle Function in Patients with Premature Ovarian
Visit History Failure PI: Nelson

ghnlt Name: 1991-CH-0127

escription:

DA Onset Date: 3/30/2005
Address E zpected Resolution Date:
Alias Closed Date:
Allergy ;l
Care Provider
Comment

d From To Date/Time By

Active Unconfirm 1/13/200613... Seckman, Ch...

Contacts/Directive
Patient Demoaraphics

Discharge
Employer

Health Issue
Heightw/eight
Insurance
Phone
Significant Event

Close Help |

4| >
|] — i Details (I History I
Screen 16.5: Protocol history display N—
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Place a Patient on a Secondary Protocol

1. Complete all required signatures and dates on the last page of the
protocol informed consent document (NIH-2514-1)

2. Fax the last page (signature page) of the protocol informed consent to the
Medical Record Department at 301 480-3126 as soon as all of the
signatures have been obtained.

3. Inpatient status: File the original protocol consent form in the inpatient
chart.

Outpatient status: Forward the original consent document to the MRD for
filing in the permanent medical record.

4. MRD will update the protocol status and confirm receipt of the faxed
signature page of the protocol consent document in the CRIS Health
Issues section of the Patient Info tab.

The Onset Date indicates the actual date the protocol consent was signed. The
Entered Date indicates the date that the Medical Record Department entered
the consent data into CRIS verifying the receipt of the faxed copy of the protocol
consent signature page.

=a=a
File Registration Edit Yiew GoTo Actions Preferences Tools Help

| P OXRRFX X AL ERE G2 L AN Tmed
E’ |Zimmerman, Zelda 36-45-50-3 /040104117612 68y  Female

CRC-7SW-N-73678-A Unreviewed Allergies Ross. Douglass Prot: 91-CH-0127 DOB:1937Decl4

| Patient List  Orders  Results QEIEHAGIGY Summary  Documents  Flowsheets  Clinical Summary

Summary Views:

Alerts
Allergies/Comments

|—|— Type Code Health Issue Status Scope |Elnset Date Entered Date

CaePreviders VisitReason  91-CH-0127 1991-CH-0127 Active This Visit 3/30/2005 3/30/2005 13:20
r:mmm Protacol 04-CC0184 2004-CC-0184 Active Geneal  \_1/13/2006 11320061413 /
Signiicant Events W Frotocol IICHOIZ7 1931-CH-0127 K Confimed  General IRAQU05 3/30/20051%
Addresses/Phones/Contacts
Demographics/Visit Data
Financial/E mplayer
Visit History =
Note addition of
D Erty new protocol
Address p
Alias
Allergy

Care Provider
Comment
Contacts/Directive
Patient Demographics
Discharge

Employer

Height/weight
Insurance
Phone
Significant Event

Screen 16.6: Onset and Entered Date
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Request a Change in a Patient’s Protocol Assignment

1. Search for and select your patient in CRIS.
2. Click on the Order Entry Worksheet icon.

B Order Entry Worksheet icon

Il SCM Clinical Manager, Pre
® TEST, PATIENT EIGHT - Sunrise Clinical Marzyer

File Registration Edl i aetfns Preferences Tools Help

Cunent List: | Temporary List | 1 Visitls) Save Selected Patients...

To To
Provider Sign Verify

Select Patient C

Screen 16.7: Enter Order icon

3. Expand the Protocols order list by clicking on the +.

Ml Order Entry Worksheet - TEST, PATIENT EIGHT -] x|

TEST. PATIENT EIGHT (Patty Sengstack RN)

Allergies: |Drug: i naproxen, icin B, ine, vitamin A; Food: Dairy; Environmental: Dust or dust mites; Other: Other; Environmental: Detergents, Feathers: Food: Chocal...
RequestedBy: ' Me ¢ Other: | Source: |
Date: [ 7/ =~ Time: | ]
Session
’7Twec | Today Dutpt/Current Inpt | Reason: | ‘
Start Of Browse | [Contents of Protocols*

Clickon + [y | —— T —

*Protocol Assignment®
cc EZ Protocol Special Exemption iew,

Patients enrolled on special exemptions must be
NEGaM approved by the IC Branch Chief, Clinical Director, IRB ltemlrifo:
NCI Chair and Director of the Clinical Center. This order is to
NEI be placed only upon receipt of a completed Special Message,
NHGRI Exemption Form (NIH-2702).
NHLBI | Epetbesig. |
NIA
NIAAA
NIAID
NIAMS
NICHD
[# NIDCD Edt...
NIDCR
- ...... Ll Delete |

Lopy
£dd Specimen
Indication
Mark as Done

Subrit | Hideworksheet | cancl | Hep |

Screen 16.8 : Order Entry Worksheet
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4. Select Protocol Assignment

5. Select the appropriate Change Protocol Assignment order from the
list on the right. Choose based on CC or a specific institute.

6. Select Add.

M Order Entry Worksheet - TEST, PATIENT EIGHT =12 x|
TEST, PATIENT EIGHT (Patty Sengstack RN)

Allergies: |D|ug: acetaminophen, naproxen, amphotericin B, adenosine, vitamin A; Food: Dairy; Environmental: Dust or dust mites; Other: Other; Environmental: Detergents, Feathers; Food: Chocal...

RequestedBy: (¢ Me ¢ Other ’ Source:

Date: |_/_¢ =] Time: | =l
Session
”Type: [Today Outpt/Current Inpt L] Reason: I
tents of '/*Protocols*/*Protocol Assignment™
Bl *Protocols* | [ enter order name
=} *Protocol Assignment™ |
3 CC EF CC: Change Protocol
Assignment
Use to add or remove a Protocol, or change a patient's
NCI Primary Protocol. Changes must be approved in
NEI advance by the Principal Investigator and must be
discussed in advance with the patient. Call the Medical
NHGRI Record Dept. for any questions (301) 496-2292.
NHLEI E2 NCCAM: Change Protocol
NI& Assignment
Use to add or remove a Protocol, or change a patient's
NIAaa Primary Protocol. Changes must be approved in
NIAID advance by the Principal Investigator and must be
] NIAMS discussed in advance with the patient. Call the Medical
NICHD Record Dept. for any questions (301) 496-2292.
EE NCI: Change Protocol
NIDCD Assignment
NIDCR Use to add or remove a Protocol, or change a patient's
= ainn " 1= Primary Protocol. Changes must be approved in

Submit | Hideworksheell Cancel Help

Screen 16.9 : Change Protocol Assignment Order

7. The Order Entry Worksheet window will open. Complete the fields as
necessary. These orders may be utilized to request one or multiple actions
from the following:

= remove a patient from a protocol

*= add a patient to a protocol

= change the primary protocol (when selecting this action, the user
must identify the disposition of the previous primary protocol — i.e.
maintain as a secondary protocol or removing the patient).

8. Select OK.

9. Select Submit.

10.The submitted order will generate a service requisition in the Medical
Records Department for processing. Service requisitions are completed no
later than 24 hours from submission.

Please contact Tricia Coffey or Debby Roszell (301-496-2292) with questions.
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View Inactive Protocols

Check the Show Inactive box at the bottom left of the Patient Info screen.
Inactive protocols will be added to the display in Jtalics. Note that the history is
retained for inactive protocols as indicated by the yellow W icon.

® Zimmerman, Zelda - Sunrise Clinical Manager.

EEX
File Registration Edit View GoTo Preferences Tools Help
W o XX 2 ERBEPUAP 2|
|Zimmerman, Zelda 38-45-50-3 / 040104117612 68y  Female
CRC-7SW-N-73678-A Unreviewed Allergies Ross, Douglass Prot: 91-CH-0127 DOB:1937Dec14

Patient List  Orders  Results IRETAMGE Summary  Documents  Flowsheets — Clinical Summary
Summary Views:

Alerts |—r Type Code Health Issue Status Scope Onset Date Entered Date
lergies/Comments Visi Reason 91-CH-... 1991-CH-0127 Active This Visi 330/2005  3/30/200513.20
Health [ssues Protocol 04-.CC-.. 2004-CC-0032 Active General 1/13/2006 1/13/2006 14:21
Significart Events W Potocdl 1CH-.. 1991 CHA0127 Confimed _General 33072005 33072005 13:20
Addresses/Phones/Contacts H  Protocal 04-CC-.. 2004-CC-0184 Exemption General 1/13/2008 1/13/2008 14:13
Demographics/Visit Data - — = =
Financial/E mployer W At L. AL Emr General 12 1E 1132006 74,
Visit History N ey e s " .
Data Entry:
Allergy
Care Provider
Comment
Employer
Height/weight
Insurance
IV ' Show Inactive
Ready Staff, One (RN} SCMtraining - Master Active
E

Screen 16.10: Show Inactive Status

Place a Patient on a Protocol Special Exemption

The process for placing a patient on a protocol exemption is described in the
M93-1 MAS policy on the Structure and Process of Research Involving Human
Subjects at the Clinical Center http://internal.cc.nih.gov/policies/PDF/M93-1.pdf
Patients enrolled on special exemptions must be approved by the IC Branch
Chief, Clinical Director, IRB Chair and Director of the Clinical Center using the
Special Exemption Form (NIH-2702)
http://intranet.cc.nih.gov/medicalrecords/forms/pdf/NIH-2702.pdf

Once the paper form is completed Medical Records will post the protocol status
in CRIS in the Health Issues section of the Patient Info tab.
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¥ Zimmerman, Zelda - Sunrise Clinical Manager
File Registration Edit View GoTo Actions Preferences Tools Help

4GP OXRR S XX AL ERGIGUMPEONz
“ 38-45-50-3 / 040104 7‘

Patient List * Orders  Results QEESAIN Summary Documents  Flowsheets  Clinical Summary

Summary Views:

Alerts
Allergies/Comments
Care Providers

|—|_ Type Code Health Issue Status Scope Onset Date Entered Date

Visit Reason  91-CH-0127 1991-CH-0127 Active This Visit 3/30/2005 3/30/200513:20
Protocol 04-CC-0032 2004-CC-0032 Active General 1/13/2006 1/13/2006 14:21
Protocol 91-CH-0127 1991-CH-0127 General 3/30/2005 3/30/200513:20

Addresses/Phones/Contacts H  Protocol 04-CC-0184 2004-CC-0184 ( Exemption )eneral 1/13/2008 1/13/2006 14:13
Demographics/Visit Data =
Financial/Employer

Wisit History

Significant Events =
W

Data Entry:

Address

Alias

Allergy

Care Provider
Comment
Contacts/Directive
Patient Demographics
Discharge

Employer

Height/w/eight
Insurance
Phone
Significant Event

Screen 16.11: Exemption Status

Protocol and Consent Status Reports

To ensure validity and accuracy of the data on protocols and consent status in
CRIS, each Institute will receive end-of-month reports. Reports will be by
protocol and will be provided to the Principal Investigator or their designee. Ad
hoc reports will be available by request. For additional information on these
reports, please call the Medical Record Department at 301 496-2292.
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